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DETAILED ACTION 

Claims 1-105 are pending in this action. 

Election/Restrictions 
Applicants' response to Election/Restriction requirement, filed 4/05/2006, has 
been received. Applicants elected Group I, claims 1-60 and 105. Although 
Applicants' claimed to elect with traverse, no error in the Election/Restriction 
requirement was alleged in the response. As such, the election is being treated as 
having been made without traverse. Claims 61-104 are withdrawn from 
consideration as drawn to non-elected inventions. 

Double Patenting 

Claim 105 of this application conflict with claim 79 of Application No. 10/701,939. 

37 CFR 1 .78(b) provides that when two or more applications filed by the same applicant 

contain conflicting claims, elimination of such claims from all but one application may be 

required in the absence of good and sufficient reason for their retention during 

pendency in more than one application. Applicant is required to either cancel the 

conflicting claims from all but one application or maintain a clear line of demarcation 

between the applications. See MPEP § 822. 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the term "same invention," in this context, means an invention drawn to 
identical subject matter. See Millerv. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
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scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claim 105 is provisionally rejected under 35 U.S.C. 101 as claiming the same 

invention as that of claim 79 of copending Application No. 10/701 ,939. This is a 

provisional double patenting rejection since the conflicting claims have not in fact been 

patented. 



The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long/, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel % 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1 - 10, 14 - 20, 27 - 30, 35 - 46, 50, 53, 57 - 60 are provisionally 
rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 1 , 2, 7 - 9, 15, 18 - 20, 26, 27, 32 - 34, 40, 43 - 45, 49, 50, 
54, 56, 57, 63, 66 - 68 of Application Serial Number 10/701,939. Although the 
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conflicting claims are not identical, they are not patentably distinct from each other 
because the only difference between the limitations of instant claims and that of 
copending claims is that copending claims require a specific delivery duration for the 
composition, whereas instant claims are generic to this feature. As such, copending 
claims represent a species of instant generic claims, and as such render instant claims 
obvious in their entirety. 

This is a provisional rejection because the copending claims have not yet been 
patented. 

Claims 1 - 9, 15 - 17, and 24 - 26 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 1, 2, 
4, 6, 8, 12, 13, 14, 17-20, and 22 of copending Application No. 10/857,609. Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
because the only difference between instant claims and copending claims is that 
copending claims recite the duration over which the beneficial agent is released, 
whereas instant claims are generic to this feature. As such, copending claims are a 
species that falls within the genus of instant claims, thus rendering instant claims 
obvious in their entirety. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 
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The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 - 60 and 105 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claims 1, 2, 27, 28, 29, 57, 59, and 105 each recite one or more of the following 
terms, which render the claims indefinite. The term "low molecular weight" renders the 
claims indefinite when the claim does not also specify what molecular weight is 
considered "low". The phrase "miscibility in water of less than or equal to 7%" renders 
the claim indefinite. The term "miscible" is applied to two liquids that are soluble in each 
other in all proportions. Thus, by definition, miscibility cannot be described in this 
manner. For the purpose of compact prosecution, Examiner will interpret this limitation 
to mean "solubility in water of l^ss than or equal to 7%". These claims also recite an 
"amount sufficient to plasticize the polymer and form a gel therewith". It is not clear how 
much solvent would be "sufficient" as claimed. For the purpose of compact prosecution, 
Examiner will interpret this limitation to require the presence of a solvent, as claimed. 
Clarification is requested. 

The remaining claims are rejected under this statute at least for depending on 
one or more of the claims discussed above without remedying all of these issues. 

Claims 4, 5, 8, and 41 are indefinite for the recitation of "lower alkylene". Without 
a specific limiting definition in the specification, the artisan would not be certain as to 
how many carbon atoms could constitute a lower alkylene, and thus would not be able 
to understand the metes and bounds of the claimed invention. 
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Regarding claims 7-9 and 44 - 46, these claims are not clear in light of the 
claims on which they depend. Claims 2 and 29 require that the solvent be an aromatic 
alcohol, yet instant claims require an ester of an aromatic acid in addition thereto. As 
such, these claims do not seem to further limit the claims on which they depend. 
Claims 9 and 46 are being interpreted to mean that one of the esters recited therein is 
required to be mixed with the aromatic alcohol recited in claims 8 or 45, respectively. 
Clarification is requested. 

Regarding claims 15, 17, and 35, these claims are indefinite for the recitation of a 
"lactic acid based polymer". It is unclear what requirements a polymer would need to 
fulfill to be lactic acid based"; for instance, would the polymer have to contain lactic acid 
in the polymer backbone, and if so how much? (would a copolymer with only 1% lactic 
acid comply? 25%?), or would it be sufficient for the polymer to have lactic-acid 
pendant groups, and if so, how many? Would a polymer that comprises a monomer or 
pendant group that is synthesized from lactic acid meet the requirement? Absent a 
specific, limiting definition in the specification, the artisan would not be clear as to what 
this term comprises, and as such would be unable to determine the metes and bounds 
of these claims. 

Claims 21, 22, 51, and 52 recite "metabolites, analogs, derivatives, and 
fragments thereof. Absent a limiting definition in the specification, the artisan would not 
be certain what is encompassed by these terms, and thus would be unable to discern 
the metes and bounds of the claimed invention. 
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Claims 24 and 54 recite the limitation "viscous gel" in claim 21 and 51, 
respectively. There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 - 24, 27 - 32, 34 - 47, 49 - 54, 57 - 60, and 105 are rejected under 35 
U.S.C. 102(a) and 35 U.S.C. 102(e) as being anticipated by WO 02/38185 A2, of 
record. 

The '185 reference discloses a composition comprising a polyester, an organic 
solvent, and a beneficial agent (claim 1). The composition is taught to be injectable 
(example 3) The polymer can be a poly(lactide-co-glycolide) (claim 4), and is present in 
amounts commensurate with instant claims (claim 5, examples 2 and 3). The molecular 
weight is also commensurate with that of instant claims, for example, 6,000 daltons 
(example 2). The solvent may be benzyl alcohol, benzyl benzoate, or a mixture thereof 
(claim 7), and is present in amounts commensurate with that of instant claims (claim 11, 
examples 2 and 3). Although the ratio of the mixture is not specified, instant claim 47 is 
rejected because the recited range of ratios, "about 1% to about 99%", is broad enough 
to read on any mixture of these two components. The beneficial agent is taught to be in 
a suspension (examples 2 and 3), which is understood to mean that it is in the form of 
dispersed particles. In example 3, an additional PEG-poly(lactide-co-glycolide) block 
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copolymer is added. This is deemed to be a solubility modifier, as required by instant 
claim 20. The beneficial agent is an antihyperalgesic (page 16), which satisfies the 
limitations of claims 21, 22, 51, and 52, and is present in amounts commensurate with 
that of instant claims (examples 2 and 3). The reference further teaches a kit (claims 38 
-45), containing the composition of the invention, commensurate in scope with instant 
claims in that the beneficial agent is in a separate container from the other agents. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claim 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
02/381 85 A2, of record. 
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Some of the teachings of the '185 reference are discussed above. The reference 
also teaches that the molecular weight of the polymer may be 4,000 to 45,00 daltons 
(claim 6), and in exemplary embodiments, is 6,000 daltons. The reference also teaches 
that changing the molecular weight of the polymer is a means to alter the release profile 
of the composition, and further teaches how to vary the molecular weight of polymers 
(pages 13-14). 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to use a molecular weight of 5,000 daltons, since the prior art 
recites ranges of molecular weights that include the claimed molecular weight, and 
further teaches specific molecular weights that are similar enough to that claimed to be 
suggestive thereof. The difference between the recitation of instant claim and the 
teaching of the reference constitutes merely a routine optimization of molecular weight, 
which could be accomplished without undue experimentation. The artisan would be 
able to judge the proper release profile based on various conditions commonly dealt 
with in the art, such as the drug being used, type and severity of the medical condition 
being treated, and the like. The motivation to make this modification is to obtain the 
release profile that would best treat the patient and condition of interest. Since the 
reference provides the technical knowledge needed to control the release profile, and is 
suggestive of the molecular weight claimed, the artisan would enjoy a reasonable 
expectation of success. 

Claims 25, 26, 48, 55, and 56 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over WO 02/38185 A2 in view of WO 00/74650 A2. 
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The teachings of the '185 reference are discussed above. 
The '185 reference is silent regarding particle size and does not teach the use of 
ethyl benzoate. 

The '650 reference teaches injectable gel depot compositions (page 1) 
comprising particles (examples 1 - 3). The particles are taught to be between 40 and 
200 microns, specifically 65, 85, 80, 76, and 74 microns (example 3). The particles 
advantageously comprise stearic acid as a "bulking agent" to control the 
microenvironment thereof (page 42). Further, the '650 reference teaches that ethyl 
benzoate and benzyl benzoate are both useful as solvents in gel compositions to 
achieve a low initial burst of drug release (page 42 and figure 6 and descriptions 
thereof). 

As such, it would be prime facie obvious to a person of ordinary skill in the art at 
the time of the invention to make particles of the drug and a bulking agent, and to make 
the particles the size taught by the '650 reference. The motivation to do so is the 
teachings of '650 that advantageous effects, specifically control of the 
microenvironment, can be achieved. 

It would be further obvious to use a combination of ethyl benzoate and benzyl 
benzoate as the solvent. It is generally considered to be prime facie obvious to 
combine compounds each of which is taught by the prior art to be useful for the same 
purpose in order to form a composition that is to be used for an identical purpose. The 
motivation for combining them flows from their having been used individually in the prior 
art, and from them being recognized in the prior art as useful for the same purpose. As 
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shown by the recited teachings, instant claims are no more than the combination of 
known solvents for gel delivery systems. It therefore follows that the instant claims 
define prime facie obvious subject matter. Cf. In re Kerhoven , 626 F.2d 848, 205 USPQ 
1069 (CCPA 1980). With regard to the amount of each, this is a matter of routine 
optimization. Since the two solvents yield roughly the same effect (figure 6 of '650), the 
artisan would expect to achieve the taught low initial burst of drug with any combination 



No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Eric E. Silverman, PhD whose telephone number is 571 
272 5549. The examiner can normally be reached on Monday to Friday 7:30 am to 4:00 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571 272 8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



of the two. 



Conclusion 



273-8300. 
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